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DETAILED ACTION 

Response to Amendments 

Applicant's amendments filed 4/6/09 to claim 5 have been entered. Claim 6 has 
been cancelled. No claims have been added. Claims 1-5 and 7-34 remain pending in 
the current application. 

Election/Restrictions 

Applicant's election with traverse of Group II, claims 5, 33, and 34 (claim 6 has 
been canceled and its limitations incorporated into claim 5), in the reply filed on 4/6/09 is 
acknowledged. The traversal is on the ground(s) that the product of claim 5 makes a 
contribution over the prior art and is, therefore, a special technical feature. After a 
search of the prior art, the examiner agrees that the cells as claimed are not anticipated 
or rendered obvious by the art. In accordance with 37 C.F.R. 1 .475, applicants are 
entitled to examination of the first recited method of making this product (claims 1-4) 
and the first method of using this product (claims 9-1 1 ). 

Applicant's election of the species "Parkinson's disease" relating to claim 34 in 
the same reply is acknowledged. Because applicant did not distinctly and specifically 
point out the supposed errors in the restriction requirement, the election has been 
treated as an election without traverse (MPEP § 818.03(a)). 

The remainder of the restriction requirement is still deemed proper and is 
therefore made FINAL. Claims 7, 8, and 12-32 are withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected invention, there being no 
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allowable generic or linking claim. Applicant timely traversed the restriction (election) 
requirement in the reply filed on 4/6/09. 

Examination on the merits will commence at this time on claims 1 -5, 9-1 1 , 33, 
and 34 ONLY, to the extent they read on the elected species where applicable. 
Claim Objections 

Claims 1-3, 5, and 9-1 1 are objected to because of the following informalities. 

Claims 1 and 5 omit spaces in elements 1 and 3: "fetal bovine serum_(FBS)." 

Claims 2, 3, and 9 recite the unit "Ml," but the examiner suspects applicant 
intends to recite milliliters (ml_), not megaliters (ML). 

The word "and" appears to have been omitted from line 2 of claim 3 
("...glutamine, and 10...") 

The word "isolated" is misspelled at line 3 of claim 5. Finally, claim 5's preamble 
does not comply with standard English usage ("a cell ... the cell being isolated and 
cultured" would be more correct). Appropriate correction is required. 

The word "forskolin" is misspelled at line 3 of claim 9 and line 2 of claim 10. 

Claim 1 1 should read "and cultured" at line 3, not "and culturing." 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-5, 9-11, 33, and 34 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains 
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subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

Claim 5 is drawn to a cell that can be made by particular culturing steps (1-3) and 
is characterized as showing "positive" reactions against a few antibodies, "negative" 
reactions against another set of antibodies, "positive and partial positive" reactions 
against a third set, "negative and partial negative" reactions against a fourth set, and 
"negative and partial positive" reactions against a fifth set of antibodies. Claim 33 is 
drawn to a composition comprising the cells of claim 5. Claim 34 sets forth some 
intended uses of the composition of claim 33. The examiner notes that claim 34 has not 
been addressed on its merits beyond the elected species and compliance with 35 
U.S.C. § 112, second paragraph. 

The as-filed specification does not indicate that a cell having the properties of the 
claimed cell was possessed by applicant at the time of the invention. See M.P.E.P. § 
2163. Page 20, lines 15-21, of the specification include a working example describing 
the multipotent progenitor/stem cells yielded by steps encompassed by the steps in the 
claims: 

The multipotent progenitor/stem cells isolated and cultured from the cord blood- 
derived mononuclear cells according to the method of the present invention indeed 
showed the immunophenotype profile having positive reactions against antibodies for 
CD 14, CD31, CD44, CD45 and CD54 antigens; negative reactions against antibodies 
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for CD34, CD49a, CD62E, CD73, CD90 and CD133 antigens; and partial positive 
reactions against antibodies for CD104, CD105 and CD166 antigens. 

The results of Example 2 (page 20) do not appear to correlate with the claimed 
properties of the cells. For example, the specification indicates that the cells react with 
CD54, but the claims allow that the reaction may be "positive and partial positive." The 
specification demonstrates that the cells do not react with CD49a, but the claims allow 
that the reaction may be "partial positive"; the opposite is true for CD104, which is 
characterized in the specification as "partial positive" but claimed as "negative and 
partial positive." CD105 is characterized as "partial positive" but claimed as "negative 
and partial positive." The experimental data do not clearly support the cell population as 
claimed. The examiner notes that the broad disclosure at page 1 1 , lines 8-20, appears 
to correlate with the markers as recited in the claims, but the disconnect between the 
broad disclosure and the working examples is queried. 

The method of claim 1 and its dependents appears to correlate to the method of 
Example 1 (specification, page 17 et seq.), which is taught in the specification as giving 
rise to the cells of Example 2 (i.e., those that do not appear to correlate to the claimed 
cells). Therefore, the examiner finds that the steps recited in claim 1 do not give rise to 
the cell product recited in claim 1 . Similarly, because claims 9-1 1 require the cell of 
claim 5 as a starting material, applicant cannot have possessed that method of use 
without possessing the starting cells. Claims 1-4, 9-11, 33, and 34 do not rectify the 
issue of possession and must therefore also be rejected under 35 U.S.C. § 1 12, first 
paragraph. 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-5, 9-11, 33, and 34 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claims 1 and 5 refer to "a cord blood-derived mononuclear cell," which is 
confusing because it is not clear how closely related a cell must be to cord blood cells to 
be considered "derived" from cord blood. Clarification is required. If applicant intends to 
require that the cell be isolated from cord blood, the claims should so indicate. 

Step (1 ) in the method recited in claims 1 and 5 refers to "supplementary 
elements," but it is not clear what is being supplemented. It is not clear which 
components are encompassed by this claim term and which are not. Clarification is 
required. Claims 9 and 10 include the same limitation and are therefore indefinite for the 
same reason. 

Claim 5 is drawn to a cell that can be made by particular culturing steps (1-3) and 
is characterized as showing "positive" reactions against a few antibodies and "negative" 
reactions against another set of antibodies; claim 1 is drawn to the method for making 
this cell. However, the claims also require that the cell show "positive and partial 
positive," "negative and partial negative," and (most confusingly) "negative and partial 
positive" reactions against other subsets of antibodies. The degree of "negative" and 
"positive" included in and excluded by the limitations "partial negative" and "partial 
positive" is not clear. This language does not particularly point out the properties the cell 
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necessarily possesses and which it may not. As discussed in the written description 
rejection above, the claim language is particularly confusing in light of the teachings of 
the specification at page 20, lines 15-21. Clarification is required. 

Because claims 2-4, 9-1 1 , 33, and 34 depend variously from indefinite claims 1 
and 5 and do not clarify these points of confusion, they must also be rejected under 35 
U.S.C. 112, second paragraph. 

Claim 1 1 requires that the cells be seeded at a "concentration" of a certain 
number per "cm 2 ," which is confusing. Concentration should be expressed as units per 
volume, not area. Clarification is required. 

Claim 34 provides for the use of the cell composition of claim 33, but, since the 
claim does not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. Clarification is required. 

Furthermore, it is not clear which conditions are treated by the composition of 
claim 34, since the claim includes all of the conditions in an "and" phrase (as opposed to 
a Markush group, e.g.). Clarification is required. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 34 is rejected under 35 U.S.C. 101 because the claimed recitation of a 
use, without setting forth any steps involved in the process, results in an improper 
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definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101 . See for example Ex parte Dunki, 153 USPQ 678 (Bd. App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). In 
addressing this rejection, applicant should note that in accordance with 37 C.F.R. 1 .475, 
examination will be carried out on the first recited method of using the composition of 
Group II (i.e., claims 9-1 1 ) only. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 5, 33, and 34 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Luderer et al. (1980, U.S. Patent 4,190,535; reference A) taken in light of Reid etal. 
(2005, U.S. Patent Application Publication 2005/0148072; reference B) and Atala (2003, 
U.S. Patent Application Publication 2003/0211602; reference C). In the interest of 
compact prosecution, the claims are interpreted as being drawn to a cell that shows 
positive reactions against antibodies for CD14, CD31 , CD44, and CD45 and negative 
reactions against antibodies for CD34, CD62E, CD90, and CD133; as discussed in the 
indefiniteness rejection, the limitations regarding "partial positive" and "partial negative" 
do not clearly limit the scope of the product in any meaningful way. 

Luderer teaches isolated monocytes (column 2, lines 23-34; and column 5, line 
44, through column 6, line 52). 
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Reid is cited solely as evidence that CD14 and CD31 are markers of monocytes 
and CD44 and CD45 are markers of leukocytes (of which monocytes are a subset). 
Reid further teaches that CD54 is a marker of endothelial cells and CD62 is a marker of 
platelets (paragraph 320). 

Atala is cited solely as evidence that CD90 is a marker of mesenchymal stem 
cells, and CD133 is a marker of hematopoietic stem cells (paragraph 32) 

The monocytes of Luderer, because they are monocytes, by definition express 
monocyte markers (CD14, CD31 , CD44, and CD45) and do not express markers of 
disparate cell types (e.g, endothelial cells, platelets, MSCs, and HSCs; CD54, CD62, 
CD90, and CD133, respectively). 

This rejection would be overcome by amending the claims such that they 
particularly require the cell to express a combination of markers that are not expressed 
exclusively by monocytes. 

No claims are allowed. 

Applicant is requested to specifically point out the support for any amendments 
made to the disclosure in response to this Office action, including the claims (MPEP 
714.02 and 2163.06). In doing so, applicant is requested to refer to pages and line 
numbers in the as-filed specification, not the published application. Due to the 
procedure outlined in MPEP § 2163.06 for interpreting claims, it is noted that other art 
may be applicable under 35 U.S.C. § 102 or 35 U.S.C. § 103(a) once the 
aforementioned issue(s) is/are addressed. 



Application/Control Number: 10/587,398 Page 10 

Art Unit: 1651 

Applicant is requested to provide a list of all copending U.S. applications that set 
forth similar subject matter to the present claims and share an inventor or assignee with 
the instant application. A copy of such copending claims is requested in response to 
this Office action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lora E. Barnhart whose telephone number is 571-272- 
1928. The examiner can normally be reached on Monday-Thursday, 9:00am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Wityshyn can be reached on 571-272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Lora E Barnhart/ 

Primary Examiner, Art Unit 1651 



